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FINAL REJECTION 

Claim Objections 

Claims 8 and 9 are objected to because of the following informalities: 

Claim 1 recites "consisting essentially of", however claim 8 recites "further 
comprising a percutaneous absorption enhancer". Claim 8 is objected to as being 
improper since it switches from close-ended language to open-ended language. 

Claim 9 is objected to as being improper due to its dependency. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 -1 0 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The specification does not provide a clear indication of what the basic and novel 
characteristics are, therefore the term "consisting essentially of will be treated as being 
equivalent to "comprising". It appears that applicant may be attempting to eliminate the 
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fentanyl salt. What compound "consists essentially of fentanyl but does not include the 
salt? If the compound is limited to fentanyl, then the transitional phrase should be 
"consisting of." For further explanation, see MPEP 21 1 1 .03 discussing the treatment of 
transitional phrases especially during claim amendment. 

Claims not specifically addressed are considered as failing to comply with the 
written description due to their dependency. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

With respect to claim 1 , claim language recites "consisting essentially of. It is 
unclear what the basic and novel characteristics are. Please clarify. For this reason, 
claim language will be treated as being equivalent to "comprising". See MPEP 21 1 1 .03. 

Claims not specifically addressed are indefinite due to their dependency. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1-3 and 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chono et al. (US 6,1 39,866) in view of Tsuruda et al. (CA 2 424 579). 

With respect to claims 1 and 2, Chono et al. discloses an adhesive patch for 
maintaining a long-term drug efficacy comprising a backing layer and a pressure- 
sensitive adhesive layer formed on one side thereof (col. 5, lines 39-43), wherein the 
pressure-sensitive adhesive layer consists essentially of a pressure-sensitive adhesive 
base (col. 5, lines 19-22) and a tackifier resin (col. 3, lines 44-54). Chono et al. 
discloses in Example 6, fentanyl as an active ingredient in the concentration of 5% by 
weight (in the range of 1-6% by weight), and the pressure-sensitive adhesive base 
comprising polyisobutylene and a styrene/isoprene/styrene block copolymer. While 
Example 6 fails to illustrate the weight ratio of polyisobutylene and 
styrene/isoprene/styrene being in the ratio between 2:3 and 3:2, Chono et al. discloses 
the weight ratio of polyisobutylene to styrene/isoprene/styrene is in the range of 1 :1 and 
1 :4 (col. 3, lines 9-10), the claimed weight ratio can be attained. However, Chono et al. 
also fails to expressly disclose the proportion of the polyisobutylene in the adhesive 
base being between 8 and 15% by weight. Tsuruda et al. discloses an adhesive patch 
having combination of styrene/isoprene/styrene block copolymer and polyisobutylene 
(pg. 23, lines 20-24). Tsuruda et al. discloses the total amount of polyisobutylene be in 
the range of 1-20% by weight (pg. 21, lines 9-13) and the amount of 
styrene/isoprene/styrene block copolymer being in the range of 15-30% by weight (pg. 
20, lines 16-21), thus demonstrating the proportion of the polyisobutylene being 8-15% 
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by weight and a ratio of the concentration of the polyisobutylene to that of the 
styrene/isoprene/styrene block copolymer being in the range from 2:3 to 3:2 are 
attainable. It would have been an obvious design choice to one of ordinary skill in the 
art to modify the amount of the polymers, as desired, in order to adjust the adhesive 
strength and adhesion properties, as taught by Tsuruda et al. (pg. 23, line 10 - pg. 24, 
line 20). Further, it has been held that where the general conditions of a claim are 
discloses in the prior art, discover the optimum or working ranges involves only routine 
skill in the art. In re Aller, 105 USPQ 233. 

With respect to claim 3, the modified Chono et al. fails to expressly disclose the 
polyisobutylene consisting of a high molecular weight polyisobutylene and a low 
molecular weight polyisobutylene. Tsuruda et al. discloses an adhesive patch having a 
styrene/isoprene/styrene block copolymer and a combination of polyisobutylenes having 
high and low molecular weights, wherein the low molecular weight polyisobutylene is 
Vistanex LM-MH and the high molecular weight polyisobutylene is Vistanex MML-100 
(pg. 21, lines 9-24; pg. 22, lines 10-12). It would have been obvious to one of ordinary 
skill in the art to utilize a combination of polyisobutylenes having high and low molecular 
weights in order to achieve the predictable result of improving the adhesive strength, 
adhesion to the skin for a long time, pain at the time of peeling, skin eruptions etc. (pg. 
22, lines 19-24). 

With respect to claim 7, while Example 6 fails to illustrate the tackifier resin being 
in the range of 40-50% by weight, Chono et al. does disclose the tackifier resin being in 
the range from 5-50% by weight (col. 3, lines 56-60) and Example 7 demonstrates an 
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adhesive patch of a similar composition having a tackifier resin at 42% by weight. It 
would have been obvious to one of ordinary skill in the art to modify the range of the 
tackifier resin, as desired, in order to regulate the viscosity and adhesive strength of the 
adhesive base, as taught by Tsuruda et al. (pg. 25, lines 9-25). Further, it has been 
held that where the general conditions of a claim are discloses in the prior art, discover 
the optimum or working ranges involves only routine skill in the art. In re Aller, 105 
USPQ 233. 

With respect to claims 8 and 9, the modified Chono et al. discloses the inclusion 
of a percutaneous absorption enhancer in the pressure-sensitive adhesive layer, 
wherein the percutaneous absorption enhancer is one or more selected from a group 
consisting of isopropyl myristate and oleyl alcohol (col. 4, lines 6-8, 22-23). 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chono et 
al. in view of Tsuruda et al. and further in view of Urquhart et al. (US 4,031 ,894). 

With respect to claim 4, the modified Chono et al. addresses all the limitations of 
claims 1 and 3, however fails to expressly disclose the average molecular weight of the 
high molecular weight polyisobutylene being in the range of 900,000-2,500,000. 
Nevertheless, it is well known in the art that Vistanex MML-100 has an average 
molecular weight about 1,200,000, as evidenced by Urquhart et al. (col. 6, lines 10-12), 
thus is in the range of 900,000-2,500,000. 
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Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chono et 
al. in view of Tsuruda et al. and further in view of Scholz et al. (US 5,750,136). 

With respect to claim 5, the modified Chono et al. addresses all the limitations of 
claims 1 and 3, however fails to expressly disclose the average molecular weight of the 
low molecular weight polyisobutylene being in the range of 30,000 - 65,000. 
Nevertheless, it is well known in the art that Vistanex LMMH has an average molecular 
weight about 53,000, as evidenced by Scholz et al. (col. 6, lines 21-23), thus is in the 
range of 30,000-65,000. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chono et 
al. in view of Tsuruda et al. and further in view of Higo et al. (US 5,866,157) 

With respect to claim 6, while Example 6 fails to illustrate the tackifier resin being 
an alicyclic saturated hydrocarbon resin, the modified Chono et al. does discloses the 
tackifier can be Arcon P-100 (col. 3, lines 51-53). It is well known in the art that Arcon 
P-100 is an alicyclic saturated hydrocarbon resin, as evidenced by Higo et al. (Example 
2). 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chono 
et al. in view of Tsuruda et al. and further in view of Zaffaroni (US 3,598,122) and further 
in view of Kochinke (US 5,350,581 ). 

With respect to claim 10, the modified Chono et al. addresses all the limitations 
of claim 1 , however fails to expressly disclose the adhesive patch having an area of 10- 
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75 cm 2 at the time of application. Zaffaroni discloses utilizing a transdermal bandage 
having a surface area of 0.5 to 400 cm 2 , where the size is dependent on the activity of 
the drug and the rate of its absorption through the skin (col. 6, lines 25-29). It would 
have been an obvious design choice to one of ordinary skill in the art to modify the 
surface area of the adhesive patch in order to ensure that the amount of drug entering 
the system appropriate for the treatment was safe and efficacious, as taught by 
Kochinke (US 5,350,581) (col. 1, lines 17-20). 

Response to Arguments 

Applicant's arguments filed March 1 1 , 2008 have been fully considered but they 
are not persuasive. 

Examiner notes the specification does not appear to clearly indicate what the 
basic and novel characteristics actually are, therefore the term "consisting essentially of 
is treated as being equivalent to comprising. (See MPEP 21 1 1 .03) Therefore, the 
examiner's previous rejection is maintained. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Telephone/Fax Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suezu Ellis whose telephone number is (571) 272-2868. 
The examiner can normally be reached on 8:30am-5pm (Monday-Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharon Kennedy can be reached on (571) 272-4948. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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/Sharon E. Kennedy/ 

Primary Examiner, Art Unit 1615 



